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Nifmfurantbis 
MonobyUratelAllacrocrystaIs 
Capsules 
TO tiducr the d#dPplUen~ Ot dNQ-RdStaRi ItSdef’lJ and 
mrintaln tlw attwlvcners of oilrofufadtcin 
monohydrat#maCrocfysyt)mlr and otfw ofttfbactcrirl 
drugs, r4lmhirm4n mcnohydnldmacfociystls should 
80 wea only to Intat or preVwlt Infcctf~S that am proven 
or mm$ytcspacmd 10 80 GSUIO~ by bsctm. 
OESCRlPTlOW: Mtmfufant6ln It a n  wllbacteiial 
spCClli0 kf cfln8~ lfilct In~action$. Nilrof~fafi din “9” 
Mccohydnt&laeraofyaMfs CaPwles are hati 9efaUn 
tapsob shells ccntailltng me  eakltoaI(IflL Of 109 Ill9 ol 
niwcfcwtc& In tfta form 0125 fn9 of nitrofurafwln 
matwystitfs and 75 fn9 01 a&?urantolc monchy&tc. 
me  chemlwt name of namtltkantofn nlaGmcfycmks Is 1. 
[([s-nltre~2-fufanytJ~e~~yleoe~a~fno~~z,4- 
~mldazotfdineOlonr. The chemical struclun is the 
foll0winpt 

The dvrmlcd name 01 nltrolcfantoin monohydf4te Is 1. 

f 
~~5-nlrra~2-lurtnyi]m8~hyle~s.~a~i~o~~2,4~ 
rnidaaclidhhMione tn0ntStydmle. The ohemicat structuf8 

is lhe followmg: 

Molsculfr weigtte 246.17 
b~adlw l@adlellls: Each u pSuM c~ntaiio carbonw 
994P. Lent slrrch. comDfeSsible sugar, O&C Yelluw 
No. 10. adiDle pny Ink, fD4C @8  Ng. l.lrD4C Red 
N& 4&Jekl!ie&!imhucmii911tsuJm smor3tatc pcviaane, 

I) 
CLINICAL PXARMCOLOGY: Each titrclurantoin 
m0n0hydfatemmwccfyeraysrak capsuie MJ~I~IIS kc foffas 
of nilfofunntoin. Twm+@ve  pefcent ia mawqmta#ine 
nitrofurantok. whtch bar alousr attfolcllon and 
cbrorpticn than aitrofwan!oln monohydnts. T h e  
remainin@ 75% is nltrofuhctcle monchy0fafe wolalcsd 
in a p ow&w blend whfch. upon expo.Wn! 10 @n.Mc and 
~nlel:inal Ilurdc. lortnn a uat mtbtfte tlwl roloerrr 
n~rrktfurrnln~f~ uver tuna Nwsl nn uttnJcy 
pltafmacctkrttofcc dalr We  ttr(m! atttl tat@ ttt 1t(m4ty 
e~c~ct~cb 01 tvfrnfurrnru~c w~m Ihe loo “1” 
nllrcllrrJnlQlfl ItlettohydlnIa~tlwetQe~v3LP(I: uvtu4a .ll” 
sirmkw lo lhow ol Iho Jo cy) cI I(10 nw nllfaluonlcc~ 
fmcrcuyt:alt capsule. Approximeldy 2 6 - Z@% 61 a 
s im@e doss of t1II~kamtobl0 - !rOm the uflce 
kulGhwlgeu ovfr 26 souls. 
Plasma nitrcfufanMn cweotra&ns i&r a sin9fs cfal 
dose of the to0 n19 nltrofurenlofn mgnahyUfate/ 
macIoc~lS capeds are low. with pfak levals usul#u 
less Umn 1 mcght. Nitmcruandn t hi@hiy soluOle h 
u&e. to which N may im@aft a brown color. when 
nitrcturantoln monohydr?lelmaerocru3tals is 
admln&t(lrrd vita Mud. the. bioavallability cl 
nitfcfcfanfcln Is bwwed bv appfuximsteIy 40%. 
Mkrobi~lwv: NWwanWn k WcWirJal In ttritte 1 

&&attto~) is redutiil by bacterIaI iktWol6lns to 
te3Gllve hlenne~ whkh ilwlws or aller bacwllal 
riMomrl prokior End othu tiwmlllO~~ClriCS. As I 
result of such Iraclivationr. rhs vital blochemioal 
~r~~aw of protein rynttt~~ir. rarobk Inergy 
mNabollakrl, ONA aynmwbi. RNA he!&. and cell WsIl 
synrhesl$ w WiiM. The bfea -basea nauua 01 thls T 
mode ai acrimk may apltin fho Ia@ cl fqhed bachMat 
reilsmcf to nWur8ntoln. Ic the rcecessnry mufUD@ 
a n d  slmultantour mubtlons Of We  WW 
macmntaleculea would liktdj be lethal Eo the 8actmia, 
DevnfeDmcnr of rWartu Lo Mv~funrWt IUS Aur b e e n  
a rl9~Hlanl problem since its inlfoduclion In 1953. 
CmssesIst3nc3 WM  3kXlbl0llcJ and 6cltommiaes ks 
ml bsae obseweci. sod Ifaf&fanbfe TO~S!~~CG is. al 
mwt e wy farr phencnw0n. 
NltfOfchntokl, In Ihe IoVII Of Ait~cfUraltOto 
nanohydnta/macrofF/stals. has beeo shown ta 0s 
KIIVO agetnet most etfai* Of mll faflcvvkr@ b~ac(al bMh 
s t&c and In dlnlal InMhms (see IWGlCATfGN2 AND 
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Nitmfwantoi lI is Rot active rgaintt mo s t  sftains of 
Pd e u s  d p d e s  or Serralh spec i es. 
a g aw Ps e L uY0mom3 p * .  

It h a s  n o  a&&y  

Adagon i s f n  h a s  b e e n  d emonst r a t e d  in v&o  Between  
flbrofumoin ml  qu i n o l v ne a o dmicmbb l s .  T h e  *icq 
signlticDnee of mi s  lmdlllg is v n k n owa  
suswpli6irii 7z.sls: 
DlMio n h r h ~ q u s :  
atitarive me h aS  are u s e d  tp detellnine anttmic;mbla~ 
mInImai Ahlbitory ~ ~ n c e n b a t i o n s  (MlCs). T h e s e  ~&C’S 
prov i de est imates of the surcegtiblll 
antlmicrvbial cPmpour i a a .  T h e  T  

of bacteria tv 
M  c ’s  shou ld. b e  

a e l o rmined  usirlg a  ctandard i z ed procer@re, 
Sandard l r e d pmc e d u r e e  are b a s e 4  OR a  di lubvr6 meth o d *  
(rmrh of B! J@ or aou i v aknt ml  rraMardrzNl inocrjruiv 
c e n c e n t r a t k% a n d  sMda r d l z e d  ccnctMratlont of 
nitrofuranloin powcltr. T h e  MIC va l u e s  s b owld b a  
h n z qmr i  ~~~~rdifig to m e  fooltvwlna wlterix 

dwntibmw, met h o d s  ihar ruaulra ma a s u r ema n t  of z o n e  
Uiameta~  a I% protide re$rvdk i bC est imates 0 1  % e  
t~sc~pt l l@nty of b amo rU to anrimlcrobiil c vmp v u $&.  
On e  SW&  5wil~d lzcb p t o v v d u r d  re~ufres the u s  
s t a n a a r d&ad Llbeu lu~ c b n c e n l r a t kms, his p r o c e  L ?  

0 1  
W r o  

+  1 4  r?eSwnt (RI 
lrrtcrpmlatiin s h o u l d  b e  a ~  stated abfwn for resuils y o i n g  
aiutip ~ctinlqu~~ mtyure laf&n i nw~ke a  c o nWa o o ( r  of 
~ ~ ~ ~ “o b ~ ~ ~  m  th e  d i s k  rest wilh the btlC:Nr 

A5 wlth standard i z ed diltion lechn ioues, diffuskn 
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rques, tnG?rprelatlen lmfwes cvrrelmlvn VI 
vhtatt8d itl tire disk test Mlh the MIC for 

As Mh WnlafdiaU dllutbn techniques, dlih$on 
methogt require the u s e  o ?  laboratory Wqo l  
txi~o~rgmisms ttiatare used to control-tb teidmldpt 
aspscte of the kbvreto 

‘x, 
Flbwuurs6. fw the UtffuNon~ 

tedwiw, the 3 0 0  yp n  ofutahbdlsk ehwld pmtide 
ths’fdlluw~ng wne  diemefen; in these &oratory Wit 
quamy.+uawr etravw ‘. 

NWoWnnt o l n  Is nfl lndkated’for the treetme# of: 

‘mIttlogy a n d  
VQM to ths 

susceptibi~ p e tWe’& 
ernphtc c8lecdon~f*thwapy. . . . 





&r&nogenes i s, .M&geneak, I i@A,&ent’bf.Fertli%$ 
kRrofurafltaio:.hv?& not ~rcinogenle wh e n  fed ‘t&feinak 
Holtzqan rats for 44.5 wee k s  or to female Sprague-  
DAey ’+for t-3 weeks. -Twqchron lc rodent b ioa85a;ys 
ut i&Yn~ mal e  a n d  female Spr a gWOawfe ~ ,  rats ‘arId F o  

$, 
chfonrc b ioassays in SWISS mir;c a n d  in BDF, mice 
teresled n o  qideflce of caqinogenicily. 
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‘h. 
iJitroflrnMn presentdd ev i dence of ‘&rcinog&ic actWily 
frkfe’inafe B6C3F, - r i%e%k ‘stiown by  increased InCIdt&X$ 

it’ 
2  

of tuL&lb a;d&noltsa& ben i gn mixed~ t umc~s, a n d  

:? 
g t a n b km Ckll turn66 of the o v a@. In male F344Nr~ts. 
t hS$e+ .w&e increasea inc idences of u n b ommon%id t i& .i 

T ’( 
tublw celf n e oNasms,  os t e o s a r c omas oftie b o n e  anif 

.’ n e o p l a sma or tke ‘sdbcutaneoo+t issue. In o n 1  &dj~ 
inve1tin.o subtutftnsous administratien of 7 5  md!lia 

“T  ~ i ~r&u&t& t9 oregnant femare.mice, I&g papiiilzj 
-‘1 s ’ a d&o r%% of y n k n own significance w8fe obs e n f e d  in th$ , : 
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Macm6aaffn@ ia a  w&Wed tmdemark 01; Procter & 
Gamqo’p~ceu6casrmaEeul;calt: 
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